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_ ADVICE AsOUT VOLUNTARY RErORTING

Report experiences with: How to report:
» medications (drugs or biologics) + just fill in the sections that apply to your report
* medical devices (including in-vitro diagnostics) * use section C for all products except
* special nutritional products (dietary medical devices
supplements, medical foods, infant formulas) » attach additional blank pages if needed
* other products regulated by FDA * use a separate form for each patient
Report SERIOUS adverse events. An event * ngggtﬁgther to FDA or the manufacturer
is serious when the patient outcome is:
* death Important numbers:
« life-threatening (real risk of dying) ¢ 1-800-FDA-0178 to FAX report
* hospitalization (initial or prolonged) ¢ 1-800-FDA-7737 to report by modem
« disability (significant, persistent or permanent) + 1-800-FDA-1088 for more information or to
» congenital anomaly report quality problems
* required intervention to prevent permanent * 1-800-822-7967 for a VAERS form
impairment or damage for vaccines
Report even if: If your report involves a serious adverse

. , t certain th duct dth event with a device and it occurred in a facility out-
yourre not certain the product cause € side a doctor’s office, that facility may be legally required
event to report to FDA and/or the manufacturer. Please notify
+ you don’t have all the details the person in that facility who would handle such reporting.

Report product problems — quality, performance

or safety concerns such as: Confidentiality: The patient’s identity is held in strict

confidence by FDA and protected to the fullest extent of

* suspected contamination the law. The reporter’s identity may be shared with the
* questionable stability manufacturer unless requested otherwise. However,
« defective components FDA will not disclose the reporter’s identity in response to

a request from the public, pursuant to the Freedom of

* poor packaging or labeling Information Act.

The public reporting burden for this collection of information Reports Clearance Officer, PHS and to: Please do NOT
has been estimated to average 30 minutes per response, Hubert H. Humphrey Building, Office of Management and return this form
including the time for reviewing instructions, searching exist- Room 721-B Budget to either of these
ing data sources, gathering and maintaining the data needed, 200 Independence Avenue, S.W. Paperwork Reduction Project dd

and completing and reviewing the collection of information. Washington, DC 20201 (0910-0230) addresses.

Send your comments regarding this burden estimate or any ATTN: PRA Washington, DC 20503

other aspect of this collection of information, including sug-
gestions for reducing this burden to:
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Exhibit 910-D _ |NV§. _iGATIONS OPERATIONS MANUAL

Adverse Reaction Information Form A

Complaint Number: |llVCStigﬂlOr:é q?.qzélwuez,
4

Consumer Information

Initial Report Source: DORA Consumer Injury

Date of Report: 04 laa/qs' =—-
MM/DD/YY OTelephone OCorrespondence yMedWatch
oUSP OPQRS OPoison Control 0CDC
Name: Gender: OF ¥M Age: 2}
Race: -White 02-Black  03-Asian/Pacific Islander  0O4-Native American  05-Hispanic

08-Other 09-Unknown

Information on Adverse Reaction

Date of Adverse Reaction: T/ (a/q g Give the site of consumption/ingestion (e.g. home, restaurant, office):
Previous Reaction to Product Type: OYes ONo 4/cnc

K,zsou;: 9ny € ) YRS R, Loe ‘vht lss , AR
ow long did the symptoms last? #os2 3 wee ks ot"’« d‘/&w
Give the circumstances of exposure (e.g., dose, route of exposure, frequency, etc.).

Describe Lh advzrse event (including symptoms and thc time lapsz;om using product to onset of symptoms): 772}

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used at_the time of the event: %,a

Did event abate after use of suspected product stopped or dose reduced: es ONo CUnknown
Did symptoms reoccur after reintroduction of suspected product: OYes 0ONo 3Unknown ot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnknown )ﬁﬂot Applicable

Medical Information

Was a health care provider seen?: ’décs ONo
7

Occupation of Health Care Provider: OMD  OOsteopath DNpturo a ONurse OPharmacist
§Other (specify) _ f5y b ndst

What medical tests were performed and what were the results? Sec redical /wcand

What was the medical diagnosis? o,k oiseader .
What treatment(s) was given (e.g., drugs, other)? g .ura,ad o SJDf 7‘”/“"‘7 Hee fnzal.;‘-l-

Were there any preexisting condition(s)/treatment(s)?
(If YES, list them including allergies, and chronic diseases): COYes ONo

Product Category

1. Adverse reaction to:
OMedical Food (under medical supervision) OlInfant Formula

ODietary Supplement (a viumin: an ial mineral; a protein: a herb or similar nutriuonal substances including botanicals such as gi and yohimbe: amino
acids; extracts from animal glands; garhe extract; fish oils; oil of everung primrose; fibers such as psyllium and guar gum; compounds not generaily recognized as food or
nutrients, such as bioflavonouds, enzymes, gerrranium. nucleic acids. para-amino-benzoicacid, and rutin: and mixtures of these ingredients.)

fOther (traditional food) __(flin <

Other Product Problems
2. OForeign Object (specify):

3. GOther (specify):
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INVESTIGATIONS OPERATIONS M, _JAL _ Exhibit 910-D

Information on Suspected/Alleged Product

Give the product name (including dose/serving size, duration of use, and reason for taking):

P;flaecl Foel a Gps 3 7:11\‘3 a Jm/ . Tk /)I?bclz\/ A apprRAf K OL/7 e cwree s
%a/éu./ug e Meedrnmande /)rp ga v[ea‘_',u)v g

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck here if ingredients are unknown
Ha Hoowg Eyfoned
I

Gummruﬁ Ey Feact /Qg ) CA//e ,‘,‘,\(J)

L~ Caeuitive

C‘)Ro riv g

If a particular ingredient is suspected of contributing to the reaction, please indicate the appropriate category below:

QAspartame OColor Additive (please specify)
OMonosodium Glutamate

OSulfite

§Other  Caffeive

oUnknown

Product Label Available: §¥es ONo OUnknown Product Sample Available: OYes #No 0Unknown

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYes ¥No

Life-Threatening: OYes @No

Hospitalization: OYes HNo (if YES, indicate if initial or prolonged)
Required intervention to prevent permanent impairment/damage: OYes &No

Did the adverse reaction result in a congenital anomaly: OYes &No
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DEPARTMENT OF :ALTH & HUMAN SERVICES  ~ ° Public Health Service

MEMORANDUM

Date: September 22, 1998
From: Investigator, J.R.Rodriguez QQ(,
Subject: Assignment ORL #080305

To: Supervisor, T.G. Forrest

On 8/7/98 | telephoned Mr._ as follow up to his adverse
vent/product problem reported by him to Medwatch.

Mr.-stated that the person affected by Ripped Fuel was his son who
started showing signs of total personality change, in which he easily angered
and showed symptoms such as: nervousness, weight loss, inability to
reason, loss of memory, cycles of euphoria and depression. He added that
his son started to take Ripped Fuel somewhere early in May at the advice of
a trainer to increase muscle tone and reduce body fat. A physician was
visited at the for treatment.

Mr. also informed that his son does not tolerate caffeine. He works for
a pest control firm and spends most of his time in the street. Mr
provided me with the telephone number of his so

Upon calling him, he stated that he purchased the product at a_store
located at th following the recommendations of a trainer.
He stated that he was taking six capsules per day, two in the morning, two
at around noon, and two others at night. He mentioned that he visited a
psychiatrist at the for treatment. | asked to meet
with him to get a medical release form signed. Mr. asks what is he
going to get by complaining to FDA. | told him that we will investigate if
there are any more complaints against the product, beside getting a diagno-
sis from his doctor. Mr.Fstates that he does not want to provide more
information to me by telephone and says that he will call me on Aug. 10, to
set up a meeting because he was going out for the weekend.

Since no calls were received on 8/10/98 | telephoned him on the same date,
but received no answer.
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On 8/12/98 1 again telephoned him and he stated that he was busy prepar-
ing to go out and could not talk to me at this time.

On 8/13/98 | again telephoned his home, but no response was obtained.

On August 20, 1998 Mr.-left a message to call him back to make an
appointment. After talking to him an appointment was made for September
8, 1998.

On 9/8/98 | visited Mr. at his parents home located at-
— however he was not there yet. His mother
stated tha{jlll cou!d not handle caffeine since he was eight years
old, and his food intake was limited to product that were caffeine free. She
added that caffeine will make him hyperactive. Mrs. stated that at the
present time is approximately 95% normal again. She added that his
son became hostile with friends and relatives, he had problems trying to
sleep and appeared to be suffering from sleep depravation, and was not
eating enough. He used to spend up to three hours a day at a gym exercis-

ing.

When Mr. i arrived he stated that he did read the label of the product
and noticed that it had caffeine in it, but was unaware that he will have an
adverse reaction to the Ripped Fuel since it was recommended to him by a
trainer to increase the size of his muscles and reduce fat. He added that he
is not aware that he has any allergies to other products. The side effects
that he experience after taken the product two capsules three times a day,
lasted for approximately three weeks after he stop taking the product. Mr.
I rrovided me with the empty bottle of the product.

personality change. He added that he was diagnosed as having a bipolar

disorder (manic depression). Mr.“also made several inquiries about a
law suit against the manufacturer of the product. | suggested him to contact
a lawyer if he wanted to pursue any legal action against the firm. Mr.
signed an Authorization for Medical Records Release for me to obtain a copy
of his medical records.

on 9/8/98 | visited ||| GGG idcntified myself

and talked to the Business Manager Ms. who stated that she needed
the approval of the physician to provided the medical services to Mr]JJjjjj to
release the records. She added that particular physician was not there and

2 000006




"
1l

et
< A4

would be coming in the following day. Once the physician release the
medical record a copy will be made and mailed to FDA.

A copy of the psychiatric record for Mr.-vas received on Sept.
15, 1998.
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